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DETAILED ACTION 

Receipt is acknowledged of applicants' response, which was filed on 29 October 

2007. 

***** 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3 remain rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No. 6,117,447 ("Nakano"). 

Nakano teaches a percutaneous patch formulation (see col. 2, lines 7-11). The 
disclosed patch is comprised of: 

• an adhesive layer on a backing (see col. 2, lines 13-16); 

• said adhesive layer comprising: 

o tulobuterol (see col. 2, line 67); 

o CH-C22 fatty acids (see col. 2, lines 49-54); 

o rubber (see col. 2, line 48); 

o adhesive resin, e.g. petroleum resin (see col. 4, lines 41-42); and 

o plasticizer, e.g. polyterpene resin (see col. 4, line 42). 
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Nakano explains that combining the disclosed agents into a patch formulation is 
beneficial because it results in "superior percutaneous absorption of the drug." (see col. 
3, lines 4-12). 

While Nakano does not explicitly teach all the instantly claimed percentages, it is 
the position of the examiner that it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to determine suitable percentages through 
routine or manipulative experimentation to obtain the best possible results, as these are 
variable parameters attainable within the art. 

Moreover, generally, differences in concentration will not support the patentability 
of subject matter encompassed by the prior art unless there is evidence indicating such 
concentration is critical. "[W]here the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Alter, 220 F.2d 454, 456; 105 USPQ 233, 235 (CCPA 1955). 
Applicants have not demonstrated any unexpected or unusual results, which accrue 
from the instant percentage ranges. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to have combined tulobuterol, a rubber, an adhesive resin, a higher 
fatty acid, and a plasticizer into a patch formulation, as taught by Nakano. One of 
ordinary skill in the art at the time the invention was made would have been motivated 
to make such a formulation because it results in superior percutaneous absorption of 
tulobuterol, as explained by Nakano. 
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Response to Arguments 

Applicants' arguments filed 29 October 2007 have been fully considered but they 
are not persuasive. 

1. Applicants argue that, "...the content of tulobuterol contained in an adhesive 
layer is different from each other, namely the preparation of the present invention 
relates to one containing a lower concentration of tulobuterol (1 to 4 w/w%). and the 
preparation disclosed in Nakano et al. relates to one containing a higher concentration 
of tulobuterol (not less than 5 wt %)." See response, page 2. 

Nakano states explicitly that patch formulations using a concentration of 
tulobuterol within the range claimed instantly (i.e. 3 wt %) are known in the art (see col. 
3, lines 24-26.) Nakano discloses a tulobuterol concentration of 5 wt % (see col. 3, lines 
30-33) while the instant application claims a tulobuterol concentration of up to 4 wt % 
(see claim 1). A prima facie case of obviousness exists where the claimed ranges and 
prior art ranges do not overlap but are close enough that one skilled in the art would 
have expected them to have the same properties. Titanium Metals Corp. of America v. 
Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985). See MPEP 2144.05. 

2. Applicants argue that, "fals shown in Table 1 and Figure 3 of the present 
application, the patch of Nakano et al. is far inferior to the patch of the present invention 
(a patch of Example 1) in drug permeability." See response, page 4. 

Examiner respectfully submits that the data presented at Table 1 and Figure 3 do 
not accurately reflect the scope of what applicants are claiming. Table 1 compares 
Comparative Example 6 which contains 5 w/w% tulobuterol with Example 1 which 
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contains 2 w/w% tulobuterol. However, applicants are claiming a concentration which is 
up to two times the concentration used in Example 1, i.e. 4 w/w%. Applicants provide 
no comparison data between a patch formulation with 4 w/w% tulobuterol, and one with 
4 w/w% tulobuterol. Thus, examiner respectfully submits, applicants have not shown 
any unexpected results between what is being claimed and the prior art. 
3. Applicants argue that, "...the preparation of the present invention contains a 
higher fattv acid.. .as a drug-release controlling agent as an essential component, but 
the preparation disclosed in Nakano et a\. does not contain such a fatty acid, but rather, 
contains a fattv acid ester such as isopropvl mvristate as a solublilizer..." Emphasis 
removed. See response, page 2. 

Examiner respectfully submits that the term "fatty acid", as used in the art, 
includes fatty acid esters; applicants have not given a special definition to the term , 
which would remove fatty acid esters from said definition. Fatty acids consist of a lipid 
portion and an acid portion. The fatty acid esters disclosed by Nakano contain an acid 
portion (e.g. an ester of a dibasic acid having 6 to 10 carbon atoms, see col. 2, lines 53- 
55), as well as the lipid portion of up to 16 carbon atoms (see col. 2, lines 52-53). 

Tulobuterol binds non-covalently to the lipid portion of the fatty acid, which in turn 
functions as a drug controlling agent. The lipid portion of the fatty acid ester disclosed 
by Nakano is identical to that claimed (i.e. up to 16 carbons). Thus, examiner 
respectfully submits that the fatty acid ester disclosed by Nakano will have the same 
physical property as the fatty acid instantly claimed, i.e., it will act as a drug controlling 
agent. 
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* * * * * 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to. expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

★ 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Hasan S. Ahmed whose telephone number is 571-272- 
4792. The examiner can normally be reached on 9am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571)272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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